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FDA on Shared Facilities 
There shall be separate or defined areas or such 
other control systems for the firm's operations 
as are necessary to prevent contamination or 
mixups …  
 



EMA Proposed Updates for Shared Facilities 
 
The outcome of the Quality Risk Management 
process should be the basis for determining the 
necessity for and extent to which equipment and 
facilities should be dedicated to a particular product 
or product family.   
  



Threshold Values are input 
parameters for risk assessments 

 

ADE, ADI, PDE 
 



Risk Assessments should address: 
–Mix-up 
–Retention/ Carryover 
–Mechanical Transfer 
–Airborne Transfer 

  



Mix-up 



Retention/Carryover 

ADE (or PDE)*Batch Size  
Maximum Daily Dose  



Mechanical Transfer 



Airborne Transfer 



When are Dedicated Facilities Required? 



Thank you 
 
For more information contact Stephanie 
 
Stephanie.wilkins@pharmaconsultus.com  
  
                           908-575-7745 
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